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_noauom__.o:_ Each ampaule(2ml) contans,

ma Prescription Drug

For I.M, I.VV 2mL X 10Amps. / Box

Drugs for Peptic Ulcer & Gastro-Oesophageal Reflux Disease(GORD)

_<_ O —A._._ Z _=_m2_o=

(Ranitidine 50mg/2mL) -

Manufaciured by

BCWORLDPHARM.CO, LTD.

11,5amgun-ri,Ganam-myeon, Yeoju-gun,Gyeounggi-do Korea

M 0 KTI N Injection

N

___s__nu._n:P Dosage & .p.._s_n_m.s__o_._‘ For mare informaticn see the inser paper

HEI SEmg Contraindications, Precautions, Side-effects] Visa No (SDK)
{£0mg a5 Ranifdne) mm_ﬂwmuwm_m the inser! paet Lot N (S8 1 5
Description] Slare in hermetic container, profect from lignt, at Mig: Data(NSX) | dalfmmiyy
lear coloriess solution in brown ampoule lemperature below 30°C Exp DatetHD)  ddimmiyy

Nn Thude ban theo don
Tiém bap hoac Tiém tinh mach
DNNK :

2mL X 10 6ng / HOp

Drugs for Peptic Ulcer & Gastro-Oesophageal Reflux Disease(GORD)

_<_ o —A._._ Z _=_m2_o=

(Ranitidine 50mg/2mL)

@ BCWORLDPHARM.CO, LTD.

11,5amgun-ri Ganam-myeon, Yeoju-gun,Gyeounggi-do, Korea

[Thanh phan] Mdi dng (2mL]) chia, [Chi djnh, Lidu lugng va Cach ding, Cac ihang tin khdc xem trong 4 hudng ddn sd
Ranitidine HCl ———— . 5Bmg Chang chi dinh, ;w_ trong, Téc dung phu] dung kém fhea S i
{Tuang ducng 50mg Ranitidine) Xir doc td hudng dan s dung BE 4 TAM TAY TRE EM
KEEF QUT CF REACH OF CHILOREN |

[Mé& ta] [Bao quan] Bac quan frong bao bi kin, tranh

Dung dich trong s khang méu anh sang, nhiét o dusi 30°C. HOC 6T HUONCTAN SUOUNN TRUOC EHLONG

READ INSERT PAPER CAREFULLY BEFORE USE
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2. Intermediate label :

MOKTI N Injection

(Ranitidine 50mg/2mL)

I.M/1.V(Tiém bép hodc Tiém finh mach)

Visa No.(SBK)

Lot No.(S6 16 SX) :

Mfg. Date(NSX) : dd/mmiyy
Exp. Date(HD) ddimmiyy

BCWORLDPHARM. CO., Ltd.Korea
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T& hwéng din st dung

Ryx-Thubc bén theo dom

MOKTIN injection
Poc kj luedng din si dung trwde khi ding
Néu cin thém théong tin xin héi j kién bdc sy, dugc sp.
[Thanh phin] M&i éng 2m| chira:
Hoat cht:
Ranitidine HCL .......ocevvvunnn. 56 mg
(Twong duong 50mg Ranitidine)
1d dicoe Sodium chloride, monobasic sodium phosphate dihydrate, dibasic sodium
phosphate hydrate, nuéc cit pha tiém.
[Dang bao ché] Dung dich tiém ;}
[Quy cich déng goi] 10 6ng/ hdp 7
[Dic tinh dwoe lwe hoe|
Ranitidine HCL 1a mét chat dbi khang thu thé H2 histamine. Thudc ¢6 kha nang lam giam
90% acid dich vi tiét ra sau khi dung mot liéu diéu tri, c6 tac dung lam lién nhanh vét loét da
day ta trang, va ngin chan bénh tai phat. Hon nira, thudc c6 vai trd quan trong trong kiém sodt
hoi ching Zollinger-Ellison va trang thai ting tiét dich vi qua mifc.
Ranitidine tic ché canh tranh véi histamin & thu thé H2 cta té bao vach, lam giam luong acid
dich vi tiét ra ca ngay va dém, ca trong tinh trang bi kich thich bdi thirc &n. Ranitidin co tac
dung tic ché tiét acid dich vi manh hon cimetidin tir 3-13 Iin nhung tdc dung khéng mong
mudn lai it hon.
[Duge dong hoc]
Ranitidine dirge hép thu nhanh chéng sau khi tiém. Ding dudng tiém bip, ndng do tdi da
trong huyét tuong thuong dat duoc nhanh hon, trong vong 15 phat sau khi tiém. Ranitidin
khéng bi chuyén héa nhiéu. Ranitidine duge dao thai chil yéu qua dng than, thoi gian ban hiy
la 2-3 gity, 93% liéu tiém tinh mach dugc thai qua nude tiéu, con lai dugce thai qua phan, Phan
tich nudc tiéu trong 24 gid diu cho thdy 70% lidu tiém tinh mach thai trir dudi dang khong
ddi.
[Chi dinh]
— Loét ta trang, loét da day lanh tinh, loét sau phau thudt, viém thuc quan do hdi luu.
— Hgi ching Zollinger-Ellison.
~ Céc chiing bénh can giam sy tiét dich vi va axit tiét ra nhu sau: dy phong xuit huyét da
day tir sur loét do bj stress & bénh nhan bénh nang, du phong xudt huyét tai phat & nhimg
bénh nhan co loét xuat huyét da day va trude khi gdy mé toan than & bénh nhan duoc xem
nhu ¢é nguy co hit axit trong hdi chimg héi luu, dac biét bénh nhan san vao loc-sinh no
(hdi chimg mendelson).
— Bénh nhan ghép than.
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[Lidu lwgng va ciach ding]
Ngudi I6m va tré em > 12 tudi: Tiém tinh mach chim lidu 50mg (trong it nhat 2 phat) sau
khi pha lodng trong mét thé tich 20mL cho 50mg, lap lai v&i khoang céch 6-8 gi; hojc tiém
truyén tinh mach khong lién tuc véi tde dé 25me/gidr trong 2 gid; ¢6 thé lap lai tiém truyén
cach khodng 6-8 gid; hoidc tiém bip liéu S0mg (2mL) mdi 6-8 gio.
Trong du phong xuit huyét bai loét do stress & bénh nhan mic bénh tram trong hay du phong
xudt huyét tai phat & bénh nhin chay mau ti sir loét da day, cé thé tiép tuc tiém thudc cho dén
khi bat dau cho an bang dudng miéng.
Cic bénh nhan duge xem nhu con trong nguy co phit trién hit axit trong hdi chiing hdi luu, cé
thé tiém liéu 50mg qua dudng tiém bip hay tiém tinh mach cham 45-60 phut trude khi gdy mé
toan than.
Tré em< 12 tudi: Vige st dung thudc tiém Ranitidine & tré em chua duge khéo sét.
Bénh nhan suy thin ning (Clcp < 20 mU/phiit) lidu giam di mdt nia.

Ding thubc theo chi dinh ciia bic sy
[Chéng chi dinh)
Tién st qua min véi Ranitidine.

A\

R&i loan chuyén héa porphyrin.

[Thin trong]

Viée diéu tri voi chat ddi khang Hs histamine c6 thé che gidu cac tridu chimg di kém véi ung

thur biéu mé da day va do d6 c6 thé tri hodn chuén doan bénh nay. Do d6 khi nghi ngd bi loét

da day nén loai trir kha ndng 4c tinh trude khi bit déu diéu tri Ranitidine.

Ranitidine dugc dao thai qua than va khi bi suy thdn tram trong, ndng dé Ranitidine trong

huyét tuong tang. Vi vy, & nhiing bénh nhén suy than nén ding liéu 25mg.

Nguoi bénh suy gan nang, ngudi bénh rdi loan chuyén hoa porphyrin cip, c6 nguy co tang tic

dung khdng mong mubn va nguy cu qué liéu.

Cé bdo céo cho ring viée sir dung cao hon lidu khuyén céo cac thude tiém tinh mach thude

khang histamine H; c6 thé gay tang men gan khi diéu tri kéo dai trén 5 ngay.

[Tac dung khéng mong mubn]

— Thyong gap: Pau ddu, chong mat, ia chay.

— Céc thay déi thoang qua va cé hdi phuc trén cac xét nghiém chirc ndng gan cé thé Xay ra.
Dai khi c6 nhimg bdo cdo vé& ching viém gan c6 hdi phuc (viém té bio gan, viém dudng
mat trong gan hay phéi hop ca hai) c6 hay khéng ¢é vang da.

~ Giam bach cdu va tiéu cau hiém khi xay ra va ¢ hdi phuc khi ngung thube. Hiém khi gy
mét bach cau hat, hay giam toan thé huyét ciu, doi khi gy bat san tiy.

Hiém khi xay ra cac phan tng quéd min (ndi may day, phit mach thin kinh, co thét phé
quan, ha huyét ap). Cac phan Gng nay doi khi ciing xay ra vai mot lidu duy nhét.

— Hiém khi gap cham nhip tim.

~ Phat ban & da 6 thé xay ra.

— C6 mbt s6 bao céo vé cac triéu ching trén vi (sung/khé chiu) & dan éng dung ranitidine.

Théng bao cho bic sy néu c6 tac dung phy xay ra khi ding thude, =

8
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[Twong tic thubce]

— Ranitidine rat it (rc ché hé thong men oxygenase c¢6 chirc ning phdi hop lién két véi
cytochrome P-450 ciia gan. Vi vdy, Ranitidine khéng lam ting tac dung cta céc thube bi
oxy hoa hay lam bét hoat bdi men nay. Cac thudc nay bao gém: diazepam, lignocaine,
phenytoin, propranolol, theophylline va warfarin.

— Ranitidine tiém tuong thich véi dich truyén tinh mach sau: Sodium Chloride 0,9%,
Dextrose 5%, Sodium Chloride 0,18% va Dextrose 4%, Sodium Bicarbonate 4,2% va dung
dich Hartmann's. Mac du, cde nghién ciru vé tinh tuong hop chi durge thue hién véi cdc tai
dung dich tiém truyén polyviny! chloride (trong bao bi thuy tinh cho Sodium Bicarbonate)
va bd diy tiém truyén polyviny! chloride, nén chii ¥ ring tinh tuong hop day du ciing ¢6
thé tham khao khi sr dung tii tiém bing polyethylene. Hdn hop Ranitidine vai dich truyén
nén loai bo sau khi pha dugc 24 gio.

~ Ranitidine lam giam ndng do thude trong huyét tuong clta mot sé thude: atazanavir,
dasatinib.

Ranitidine lam giam tic dung coa ketoconazol, ting ddc tinh ciia phenytoin, ,L

[Str dyng thude cho phy ni ¢6 thai va cho con bii] "

Ranitidine dugc biét 12 qua duoc nhau thai, mac di vy thude nay vAn duge diing mot céch an

toan dé ngin chin céc triéu chimg cua hdi chimg Mendelson. Khéng ghi nhan anh huong nao

cla ranitidine 1én thai nhi hay tré so sinh, tuy nhién ciing khong cé dir li¢u vé tinh an toan cua
ranitidine trong hai giai doan déu cta thai ki. Chi s dung Ranitidine cho phu nir cé thai khi
that cén thiét.

O nguoi, Ranitidine bai tiét vao siia me voi ndng do cao hon ndng dé trong huyét tuong. Do

d6 can than trong khi str dung ranitidine & phu nii cho con bu.

[Anh hwéng dén kha ning 1ai xe va vin hanh may moc)

Chua phat hién thdy anh huong cia thude 1én kha nang l4i xe va vin hanh may méc.

[Qua li¢u)

Ranitidine rat dac higu trén téc dong clia nd vi vay khong c6 van dé gi dic biét khi ding qud

liéu. Qua liéu Ranitidine cd thé din dén run co, ndn mira, hé hap nhanh. Cén ap dung cac bién

phap diéu tri triéu chirng va hd tro thich hop. Néu cén co thé loai bo thude ra khoi huyét thanh
béng loc mau.

[Béo qudn] Bao quan trong bao bi kin, tranh dnh séng, nhiét do dudgi 30°C.
[Han ding) 36 thang ké tir ngay san xuat.
DE XA TAM TAY TRE EM ZA

Nha san xuit
BCWORLD PHARM. CO., LTD.
Yeoju-gun, Gyeounggi-do, Kor




